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Chapter 7 

Theme 2: Contextual factors that increase the desirability or necessity of RWE in decision-making 

Regulatory & HTA a     

Subtheme 2.1: Feasibility No of refs Interviews 

 Rare populations 75 (64%) + 

 Recruitment difficulties 11 (9%) + 

 Time constraints 46 (39%) + 

 Resource constraints 41 (35%) + 

 Long-term outcomes 68 (58%) + 

 Rare outcomes 57 (48%) + 

 Multiple comparators and treatment combinations b 9 (8%) + 
Subtheme 2.2: Ethical considerations  

 
 High unmet need 56 (47%) + 

 No equipoise 6 (5%) + 

 Vulnerable populations 22 (19%) + 

 Other ethical considerations 16 (14%) − 
Subtheme 2.3: Limitations of available evidence 

 Generalisability 16 (14%) + 

  Representativeness of endpoint 29 (25%) + 

  Representativeness of patient characteristics 80 (68%) + 

  Representativeness of patient behaviour 19 (16%) + 

  Representativeness of treatment setting 24 (20%) + 

  Representativeness of treatment protocol 30 (25%) + 

 Less robust trial evidence 3 (3%) − 

 Crossover issues 5 (4%) − 

 Limited existing knowledge 1 (1%) + 

 Absence of head-to-head trials b 43 (36%) + 

 Active comparator not relevant b 13 (11%) + 

 Relevant outcomes not included in available trials b 45 (38%) + 
Subtheme 2.4: Disease and treatment specific attributes 

 Complex treatment settings 11 (9%) + 

 Vaccine research 8 (7%) + 
  Changing drug effectiveness over time 3 (3%) − 

+

−
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 Geographical perspective 

Stakeholder roles Europe a North-America b 

Total participants 12 6 

Single roles   
Regulator 2  
Academia 1  
Patient advocate 2  
Pharmaceutical industry 1  
Data provider 1  
Consultancy and data analytics provider  1 

Multiple roles   
Regulator, HTA 1  
Regulator, HTA, academia 1  
Regulator, clinician 1  
HTA, academia 1  
Academia, consultancy and data analytics provider  2 
Academia, data provider  1 
Data provider, pharmaceutical industry  2 
Patient advocate, data provider 1  
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